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Accompanying statement to data releused from the
WHO Collaboratizy Centre

The WHO Collaborating Canrs for Inerational Orug Monitwring, Uppsala, Swedea mesives summary climicx! repars akent
individual suspecied adverse raacdons 10 pnamacwt..cai products fom National Ceawss in countries participadag is 2
Collaboradve Programme, Oniy limited decails about each suspested adverse reaction are recsived at the Caace. [tis mmperzat
thar the limitadons and qualificadons which zpply @ te mfcrmnon and its use ars undersiced.

The e phamzc.uuczl product” is u.:d frstead of “drug” w0 cmph..m. that prsducrs marksted under goe generic or ;-a._r::
rame may vary in teir content of acdve or ocker ingredients, both in dme or fom place to place.

The reports submiaed © the Collaboraring Ceage in many insencss deseribe a0 mare than suspicions which bave arisen &oo
obsarvation of an unexpested cc mwanied eveat, [n most instances it canact be praven diag a pharmacsadenl preducs or
ingredient is e canse of an event.

The reports, which are submited o Natiooal Ceages, come fom both regulatory and voluntary sourcss. Some exgony Ceneres
accept reports only fom medicnl pracdtonerss other Nadonal Cetoes ac3ape reponts Bom 2 wider speomum of Bexith
professionats, Some Nadonal Cences include reperts from pharmacsudeal companies in the informadcn, submicsd o e
Collabaradng Cengz; other Nadonal Cenzes do oot

The volume of reparts for 1 pardcular pharmacsutical product may be influenced by the extent of use of the product, publiciey,
natwre of reactions and other ficors which vary over lime, from product 0 product and country 10 c-:c.nzy. Momv S
informazion is provided en the aumber of pageats expesed 1o the product

Thaus the sauzses of rzpons acaspted by Nadone! Cenges vary, as do the properdons, )
A number of Nadonal Canes which conrribute infermation to the Collzborzdeg Cents maks an assessment of tbe Hkelitecd
that a pharmaceutical product cawsed the sus;:c:zcd reaction. Other Nagenal Cenmes do not document such asssssmaars c
individual ceports in the WEO dars base.

Procassing time varies fom counay o counzy. Reportng figures obtained fom the Couahcmnng Cears may therslors difer
fom those obramcd directly from Nadonal Cenmres.

For the above reasons interpretations of adverse reaction daws, and pardcularly those based on comparisons berwss2
pharmaceudcal products, may be misleading. The informadon tabulated in the accompanying printouss & act
Bomogeneous with respect ta the sources of the information or the likaiihood that the pharmacsuticat produc: caused
the suspected adverse reaction, Some describe such information as “raw data”. Any use of this informadon Qust X2
into account at least the abave.

Some Naticnal Ceagss which have autharized reiease of thelr informadon szangly csommend thas anyors wio iawends © 252
it should contace them for intepremsion.

. ..

-

Any publicadon, in whale or in pars of die gbrined informzden must Rave published with it a starement
0] of the sourcs of e infermation,

() that e informaticn is aot homaganedus 3t least widh raspest (o origin or ikelineed G 3¢
pharmaczydeal sreduc: Saused the adverse racticn,

(i) hat e nfarmacen does AC P e cowien Of Bz Woeld Health Organizzes
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Otmissiun uf these J statements mav exciude (Se respunsidle 3 6631 A or ury3aistive from fuether infaemating FOS 57
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Systan Organ :

System Qrgan :

Apphcatmn site d«sorders

ROUTE: Iintravenous
AUS 1

Body asa whoie genera! disorders

UG 1

HOUTE. Imtravenous

CZE {

GFR 2
RQUTE: Imtravencus

NET 1 .

ROM 1 .

SCH 1 (
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1 Sapwmoer 1955 ADR Nymber per Country - SACCHARATED IRON OXIDE, IV.

Taml par
macion

.

AT m’\m;‘ ”

ROUT" : Intravenous
YUG 1 .

- * System Qrgan : Cardtovascular dzscrders, general

RQUTE: !rm»:encus
AUS 2
NET 1
ROM 1
YUG 2

System Organ : Cantr & periph nervous system disorders

(TA l

A *m?z:; :
ROUTE: Intravenous
AUS 1

£ A, reviont o e e
ROUTE: intravenous
GFR 1

FAECAL INCONTTNF_NCE 2

ROUTE: Intravencus
mnea ]
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14 Sepamear 1995 ADR Number per Country - SACCHARATED IRON OXIDE, IV.
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System Organ : Heart rate and rhy’thm dxscrders
AN T g e ST e
‘CARDIACARREST ' ° : Lol
P ROUTE: Intravenous
L GFR 2
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4 Sepamoec (%5 ADR Number per Country - SACCHARATED IRON OXIDE, IV.

Tatx pac
macien
System Organ : Heart rate and rhythm disorders

ROUTE: Intravanous
AUS 1

aw

Crappiear Shot¥ ; 3 i o o
RN R A N e S S5

LARYNX OEDEMA -

RQUTE: Intravencus
VK 1

23.03.2001
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W Sapramoer 1966 AN Number per Country - SACCHARATED IRON OXID E, V.

Toat par

Sys‘em Organ : Sk!n and appendages dxscrders

ROUTE: Intravenous
AUS 1

23.03.2001

figa 3
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14 Sepambac 1995 ADR Number per Country - SACCHARATED [RON OXIDE, IV. Fage §

Tomi pac

ROUTE: Intravenous
AOM {

" - 7 System Organ : White cell and res disorders

ROUTE: Intravenous ’
AUS 1

Total number of reactions: 114
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